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DETAILED ACTION 

1 . This action is responsive to applicant's amendments and arguments/remarks 
filed on 2/19/2010. 

Claim Rejections - 35 USC §103 

2. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

3. Claims 1 -7 and 1 0-35 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Douglas (US 5,951 ,492 referenced in previous action) in view of Dosmann (US 
2003/0171696) and Roe et al (US 2004/0127818). 

Douglas discloses an apparatus for lancing the skin of a test subject and 
collecting a body fluid sample from the lanced site comprising: A body (element 26) 
having an open end (see figure 1); a disposable element comprising a lancing needle 
for piercing the skin and a capillary tube for collecting the body fluid from the lancing site 
(column 5, lines 36-43); a lancing mechanism for coupled to the needle adapted to 
move the lancet between a retracted position and a lancing position (column 5, lines 25- 
35); a mechanism for moving the capillary tube toward the lancing site for collecting a 
body fluid (column 5, lines 59-67); an outer end cap (element 24) having a first end 
couple to the open end of the body and a second end for contacting the skin of the 
subject, the outer end cap having an aperture that the tip of the lancet enters when in 
the lancing position, and a wall extending between the first and second end (column 5, 
lines 44-58; figures 1 and 2); and an inner end cap (element 66) disposed within the 
outer end cap having a first end couple to the body and a second end forming a second 
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aperture that the lancet enters when lancing, the second end adapted to contact the 
skin of the test subject when in the collecting position, the wall of the outer end cap 
extending farther towards the skin that the inner end cap during lancing such that the 
skin of the subject is drawn inside the outer end cap and contacts the inner end cap 
(see figures 5 and 6). 

However, Douglas does not disclose a hollow lancet for lancing and collecting 
the fluid sample wherein the interior of the hollow lancet forms a channel for moving the 
fluid sample from the tip to the reaction area; that the lancing mechanism provides for a 
collecting position; or that the outer and cap and the inner end cap remain in contact 
with the skin in the lancing position to assist in sample formation and collection.. 

Dosmann teaches an optical format for lancing the skin for collecting a body fluid 
sample from the lanced site comprising a hollow lancet (element 10) having a tip 
adapted to puncture skin and collect body fluid (paragraphs [0003]-[0004]; figures 1 and 
2); the interior of the hollow lancet forming a channel (element 1 3) for moving a fluid 
sample from the tip to a reaction area (paragraph [0014]). The body fluid is drawn 
through the channel using capillary action or vacuum assisted capillary action 
(paragraph [0014]). Furthermore this optical format and integrated lance includes a 
viewing window to allow optical analysis of the sample by transmission spectrometry by 
passing a beam of light through the lance viewing windows to a detector (paragraphs 
[0004] and [0014]). The lancet provides for significantly less pain, high probability of 
blood harvesting and improved overall test time by integrating the lance, harvest and 
analysis operations (abstract). 
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Roe teaches a tip design comprising an outer end cap for contacting the skin 
(element 46) and an inner end cap (element 82) disposed within the outer end cap 
wherein the outer end cap and the inner end cap remain in contact witht he skin in the 
lancing position in order to assist in sample formation and collection (see figure 2, both 
end caps are in contact with the skin during the lancing position). 

Regarding claims 1-7 and 10-35; it would have been obvious to one of ordinary 
skill at the time off the invention to substitute Douglas' disposable elements comprising 
separate needle and capillary tube connected to a test element with Dosmann's singular 
hollow lancet for lancing the skin and collecting fluid through the interior of the lancet in 
order to improve test time by integrating the lance, harvest and analysis operation as 
taught by Dosmann. Furthermore, it would have been obvious to one of ordinary skill in 
the art at the time of the invention to modify Douglas' end caps to both remain in contact 
with the skin during the lancing position as taught by Roe to assist in sample formation 
and collection. 

Further regarding claims 1-7 and 10-35; Douglas teaches that the capillary tube 
is movable to a collecting position in order to collect the body fluid from the lancing area. 
It would have been obvious to one of ordinary skill in the art at the time of the invention 
to modify Douglas' lancing mechanism to include a collecting position in order to draw 
the fluid into the channel formed in the hollow lancet of a Douglas/Dosmann/Roe 
combination. 

Further regarding claims 2, 3, 10 and 29-32; Dosmann discloses the lancet 
defined by a square, fused silica capillary tube (paragraph [0010]). 
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Further regarding claim 4-6; Dosmann discloses the use of a vacuum around the 
lancing area to enhance blood flow (paragraph [0004]). It would have been obvious to 
one of ordinary skill in the art at the time of the invention that a vacuum used in the 
Douglas/Dosmann/Roe combination apparatus when the outer end cap is in contact 
with the skin would evacuate the air from the inner and outer ends caps and thusly 
create a vacuum that would position the skin of the test subject against he second end 
of the inner end cap. 

Further regarding claims 5 and 6; it would have been obvious to one of ordinary 
skill in the art at the time of the invention to use known methods of applying a vacuum in 
blood collection devices including use of a diaphragm or bellows. 

In regards to claim 7; Dosmann discloses using a light source for illuminating the 
reaction of the reagent and analyte in the fluid sample and a light detector for detecting 
light transmission through the reaction (paragraph [0014]). 

Regarding claim 1 1 ; it would have been obvious to one of ordinary skill in the art 
at the time of the invention to have the retracted and collecting positions of a 
Douglas/Dosmann/Roe combination be substantially the same in order to simplify the 
lancing mechanism so that it only has two positions instead of three (since the collecting 
and retracted position would be the same). 

Further regarding claims 12-34; the method as claimed would define the obvious 
use of a Douglas/Dosmann/Roe combination in view of Dosmann's disclosure on the 
method of optically analyzing a body fluid collected from a puncture site (paragraph 
[0014]) and Douglas' disclosure of how the lancing body and mechanism works. 
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In regards to claim 18 and 28; it would have been obvious to one of ordinary skill 
of optical analysis to determine the start time of a colorimetric reaction based on the 
light transmitted through the lancet. 

Further regarding claim 35; Douglas shows that the inner end cap does not 
extend beyond the outer end cap in the retracted, lancing and collecting positions 
(figures 1-6). Thus it would have been obvious to one of ordinary skill in the art at the 
time of the invention that the inner end cap remained entirely disposed within the outer 
end cap in all positions. 

Response to Amendment 

The applicant's amendments and arguments/remarks have been fully considered 
but are moot in view of the new grounds of rejection presented above. 

Furthermore, the applicant argues that it would not have been obvious to one of 
ordinary skill in the art at the time of the invention to modify Douglas by Dosmann as 
rejected because Dosmann's lance only has a single position while Douglas has an 
extending and retracting lance; and that Dosmann discloses a disposable optical 
integrated lance whereas Douglas discloses a reusable lancing device having a 
disposable lancet, capillary tube and test strip. The applicant's arguments are found to 
be non persuasive. Firstly, as sited in the rejection using the Douglas/Dosmann/Roe 
combination above, Douglas's disposable lance, capillary tube and test element are 
being substituted with Dosmann's integrated hollow lancet. Therefore the substitution of 
one Douglas's disposable elements for another equal disposable element would have 
been obvious and practical (thus substituting a disposable lancet, capillary tube and test 
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strip with a equally disposable lancet having an integral test capillary channel which can 
be in contact with a disposable test strip is obvious). Secondly, it would have been 
obvious to one of ordinary skill in the art at the time of the invention that the Dosmann 
lancet could be carried through Douglas' lancing procedure having Dosmann substituted 
for Douglas' lancet without compromising the ability of Dosmann's integrated lancet to 
perform the desired function. Essentially, Dosmann's lancet is capable of moving 
through different lancing movements, Dosmann discloses the lance is capable of 
entering the skin and exiting the skin (thus the position is changed at some point, and 
thus possible for use with Douglas). 

Furthermore the applicant argues that the Douglas/Dosmann/Roe references 
teach away from each other and change the principle of operation of the Douglas 
reference. The examiner finds the argument non persuasive. Douglas teaches drop 
sensing mechanism for detecting if there is adequate blood for testing. Further more it 
teaches the use of stimulator sleeve to express blood from the incision in order to have 
adequate blood for testing. Thus the examiner believes it would have been obvious to 
one of ordinary skill in the art at the time of the invention to modify the inner sleeve and 
outer sleeve to be in simeltaneous contact in order to both express the blood and sense 
if the blood has been expressed to an adequate amount for testing. 

Conclusion 

4. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ADAM J. EISEMAN whose telephone number is 
(571)270-3818. The examiner can normally be reached on Monday-Friday 9:00 AM- 
5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571)272-4726. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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